
Division of Docket Management, 

We would appreciate your time in tooking into the matter of starter growth media 
becoming exempt from the labeling of allergens. Tha inf~ati~ in this packet is a 
collage of correspondence and scientiic study of allergens, in particular, soy. Our 
question is, do we have to declare soy a ient because of the starter growth 
media? What seems to be a simpl t to be not so simple. I 
have spoke with Steve Taylor, the ~~v~si~ of Nebraska. 
My understanding was that the end product, which is our finished cheese, will not test 
positive for soy proteins; however that does not mean they do not exist, but because 
of the process, they are harmless, denatured. A test to prove this does not really 
exist. Where does that leave us? I sent an ernaij to FDA asking this question and the 
reply wts that FDA has n etermined if growth media us make enzymes are 
considered part of an in ent under the Food Alle Ihg and Consumer 
Protection Act of 2004 ( . Upon reading the G ce for Industry: Question 
and Answers, question num states: Under FALCPA, a ‘“major food allergen” is 
an inoredient that is one of the following five foods m one of the following three 
food groups or is an ingredient that contains protein ved from one of the following: 

Milk, egg, fish, crustacean shellfish, tree nuts, wheat, peanuts, soybeans. 

if FDA has not determined if our media is an ingredient, do we fall under the FALCPA 
guidelines and declare soy? Thank-you for your time. 

Debbie Barry 

Quality Control Manager 
F&A Dairy of California, inc. 

691 lnyo Street 
Post Office Box 578 
Newman, California 95360 

209/862- 1732 
In California: 800/554-6455 
Out of State: 8001626-6580 

FAX: 209/862-! 043 





Ms. Debbie Barry (Q.A. Manager) 
F & A Dairy 
691 lnyo Street 
Newman, CA 95360 

Dear Ms. Barry, 

IMAC has prepared the supposing evidence to show F,D.A., that IMAC starter 
media with hydrolyzed soy solids is non-a~~rgen~c on the basis of thermal, 
enzymatic, and acid hydrolysis treatments during media ingredient preparation, 
starter making, fermentation, and cheese making and aging. We have also 
prepared the statistical data to show concrete evidence that over 600,000,000 
pounds of cheese made (prior to January ZOO@ in US, and it was consumed by 
over 500,000,000 peepie (two times the total U.S. population) without any 
complaints from consumers, heafth department, U.S.D.A. or F.D.A. Also, 
U.S.D.A., F.D.A. and other governmental agencies have inspected the media, 
checked the cheese made with it for allergens and came up with negative results, 
We have also obtained mediml profEssional opinions to indicate that the cheese 
made with IMAC starter media with soy solids as an ingredient is non ailergenic. 
The IMAC media with hydrolyzed solids have been in use in the U.S. for the past 
5 years (prior to January 2006) and did not call for declaration of soy solids in the 
cheese cultures on finished cheese labels as per 21 C.F.R. (code of Federal 
Regulations) of the U.S. Food and Drug Adm~~is~ation and as per the director of 
F.D.A. and U.S.D.A. personnel. 

Since the new law is being introduced with regard to ~~l~~ens, following the 
guide lines of food allergen labeling and consumer protection act of 2004 (title II 
of public law 108-262, dated August 2, 2004) lMAC was ready to submit to Food 
and Drug Administration a notification to grant exempt status, (page No. 3, 
subsection 7, title If of public law 408~282), under food allergen labeling and 
consumer protection act of 2004, from labefing on the finished cheese and other 
dairy products, the hydrolyzed soy solids as an ingredient of the cheese starter 
cultures. We have asked you to obtain the correct address and the appropriate 
F.D.A. office to send this no~~~at~on. When you send a communication to 
F.D.A., on behalf of IMAC, requesting where to send this noti~cation, surprisingiy, 
their reply indicated that starter media at this stage is not considered by F.D.A. 
as a part of the ingredient under the food allergen labeling n&l cQwmer 
protection act of 2004 (FALC ). Consequently, it is not necessary to send this 
notification for exempt status by neither cheese manufacturers (F&A Dairy) nor 
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culture media manufacturer DIVAS) because, it is already ex pted, according to 
the agency. 

The reply you have received from F .D.A., on ~~~be~ Tth, 05, answers the 
question, “should we declare soy solids as part of the starte ia ingredients 
on the finished cheese label? Ap~rent~y, according Graciela M. lguina of 
U.S. Food and Drug Administ on, under the s reference: aflergen 
labeling-starter (growth) media, A. has not dete~in~ if g~o~h media used 
to make starter cultures are e ered part of an ingredient under the food 
allergen labeling and consumer protection act of 2004 (FA ). It is the 
interpretation of our legair and pr~essional counsel of the F 
October 7’h, 2005, that the hydrolyze soy solids, and/or soy solid; 

response of 
used in the 

starter medium des not have to be declared on the cheese label as part of the 
cheese starter cultures, since F.D.A. has not dete~in~ if growth media 
make starters are considered art of ingredient under 2004 F 
Consequently, the.tabeling on the finished cheese does not change and FALCPA 
does not apply to starter media and/or cultures, according to F.D.A. judgment 
and interpretation. 

You have asked the following question to F.D.A. on prober eth, 2005: “we are a 
cheese manufacturer. Our starter media base is of hydrolyz soy. We have 
tests to prove that there is no allergen in our proud &t@r processing, The 
question is, do we need to declare soy and if so, where can f send our research 
in order to prove no tillergen exists? Thank you for your time. The following 
reply came from F.D.A.: regretFully, at this time we cannot provide an answer to 
your e-mail. F,D,A. has not determined if growth media used to make enzyme 
(starter culture) are considered part of an ingredient under the food allergen 
labeling and consumer protection act of 2004 (~AL~PA). According to our 
counsel, it goes to prove that you do not have to declare soy along with cheese 
cultures on your finished cheese label. Consequently, you do not have to submit 
your research to F.D.Ai Considering this, either you the-cheese manufa~urer of 
lMAC (starter media and culture pr~du~r) do not have to send supporting 
evidence to F.D.A. Hdwever, f recommend hoiding the data, along with the e- 
mails from F.D.A., addressed by Ms. Gracieta M. IguIna, at the plant, under your 
possession, to show any govemme~tal agencies, if they question. 

Ms. iguina of F.D.A. has also mentioned in her immunization that you may wish 
to review the guidance for industry. )t is clearly stated as folfows in the guidance 
for industry, under the section, “questions and answers reaping food allergens, 
including the food alfergen Iabeling and consumer prote~on act.of 2004”, final 
guidance, that FALCPA (the food alterrten labeling and consumer protection act 
of 2004) does not reauire any action with resc@d Q ~rodu~ labeled before 
Januarv lst, 2006. This answer is in response to the fot~owing question No. 3, 
‘“must products with labels that do not comply with “‘FALCPA” are removed from 
the market place once the new labeling law is effective? Since you have been 
using IMAC starter media with soy solids as stimulants for the past five years 
with no allergy complaints, and F.D.A. and U.S.D.A. are aware of this fact 
(because you are a U.S.D.A. inspected plant), according to F.D,A.‘s {answer to 
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question No. #3) guidance for ind~st~, you do not have to worry about changing 
any labels. It (FALCPA) onJy applies to those who are rting to use such 
products for the first time (without history or evidence fro anu~~uref~ after 
January 1, 2006, that too W they do not have s~~cj~t scientific evidence or 
statistical data to prove it is not an allergen or if it is nat in compliance with 
FALCPA’s guidelines. Under questjon No. 16, it is stated clearly that any 
advisory statement such as “may contain (a~ferge~~ must be tr~hfuf and not 
misleading. Also, F,D.A. advised that advisory fabeiing such as “may contain 
(allergen)” should not be used as a substitute for adherent to current good 
manufacturing practices (GGMP). None of these things apply to you because 
according to the communication you have received from F.D.A., it states that 
F.D.A. has not determined ~.gro~h media used to make enzymes (starters) are 
considered part of an. ingredient under the food al rgen tabefing and consumer 
protection act of 2004. in other words, 2004 FA PA does not apply to [MAC 
starter media, w&h h~rolyzed ssji solids as an redient, ts be used in the 
cheese manufadure. To saf? guard yourself, you may request afJ other suppliers 
irrespective of what they are supplying to give you an a~rmat~ve statement 
stating that their ingredients are free from allergens, if there is 
declaration on their label. it will protect you in the long run. U 
you may have to reje& products which uses vague words such as may contain 
an allergen, unless the supplier gives you substantial evidence tu show it is free 
from an atiergen, if the allergen is j-104 declared on their label. It must be specific, 
to safe guard your company. 

Answer to question Mo. 17, clearly states currentfy F.D.A. has no threshold levels 
for allergens and F-DA. at some point need to consider a threshold level for one 
or more food allergens in the context of reviewing a petition or a notification 
submitted to request that an ingredient be exempt from FALCPA’s labeling 
requ.irements. It does not pertain to your use of IMAC’s starter media with 
hydrolyzed soy solids as stimulants in your cheese, because F.D.A. has not 
determined if growth media used to make enzymes (starters) are considered part 
of an ingredient under the food aIlerg&? labeling and consumer protection act of 
2004 (FALCPA). Consequently, it does not pertain to you at ail. Also, answer to 
question No. 3, under .guidance for industry, published on October !?‘, 2005, 
clearly states that FALCPA d not require any action with re to products 
labeled before January I, 20 Accordingly, you are totaJiy pt from any 
label changes. 

Considering your communication with F.D.A. and their, repiy to your direct 
question, regarding allergen‘labeling, assums the faczt that you ur for that matter 
any body who use tMAC media with soy solids as stimulants, do not have to 
change the label on the finished cheese. 

For the past few years, {MAC has been in touch with F;D.A. and U.S.D.A, 
regarding this matter. A)I along they told us the same thing i.e. starter media and 
cultures have a different, status than other ingredients. Conseque~tty they have 
allowed the industry without declaring the soy solids in the cultures on the 
finished cheese ingredient declaration. Now, it is finally in writing from F.D.A., 
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and hence it is our firm und~~tan~ing that you do not have to ecfare anything in 
the cultures, on the finished cheese label. You did an outstanding ‘job of 
confronting F.D.A. dn this issue!, If they had any concerns, they could have 
objected it. Since they did not object, here after, there is no necessity for 
changing the ingredient declaration on the cheese label, as clearly outlined in 
guidance for industry, questions ahd answers regarding, food ns, including 
the food aflergen labeling and consumer protection act of 2 al guidance, 
published on October 5,2005, by the U.S. Food and Drug nistration and the 
communication you have received from F.D.A. on October 

Yours Sincerei 

CC 
V.R. Mantha, Director of Research-WAC 
Ed Price, General Manger-fMAC, Orchard 
Alvin Thompson, Plant Manag&MAC, Sabetha 
Adam Rose, Culture Plant Manager-IMAC Denver 
U.S. government agencies and pertinent personnel 
Pat Dowdle-iMAC, Attorney 

Attachments shown as exhibits: 
1. Request to F.D.A. on October 6,2005 
2. Reply from F.D.A. 015 October 7’“, 2005 
3. Food allergen labeling and consumer protection act of 2004 (title if of public law 108- 

282), published on August 2,2004. 
4. F.D.A’s guidance for industry* regarding 2004 FALCPA, purist on October 5”, 2005 
5. Communication on exempt status for starter growth media. 


